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DETAILED ACTION 

1 . This is the initial Office action based on the 10/597,659 application filed on 
August 2, 2006, which is a 371 of PCT/IT2005/00076 filed on February 15, 2005, which 
also claims Foreign Priority to IT RM2004.A00082 filed on February 16, 2004. 

Priority 

2. Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Italy on February 16, 2004. It is noted, however, that applicant has 
not filed a certified copy of the IT RM2004.A000082 application as required by 35 
U.S.C. 119(b). 

Election/Restrictions 

4. Applicant's election without traverse of Group I (Claims 1-13) in the reply filed on 
October 13, 2009 is acknowledged. Claim 14 is withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on October 13, 2009. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 1 recites "which device" in lines 2 and "which 
member" in lines 3, which is grammatically awkward, unclear and indefinite. It is unclear 
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if the applicant is claiming another member or the same member. Claim 5 recites the 
limitation "clamping means" in line 2. There is insufficient antecedent basis for this 
limitation in the claim. Claim 6 recites the limitation "U shaped projecting portion" in line 
2. There is insufficient antecedent basis for this limitation in the claim. Claim 8 recites 
the limitation "claming means" in line 3. There is insufficient antecedent basis for this 
limitation in the claim. The examiner will treat these claims with art as best understood 
in view of the 112 rejection. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1, 3, 4, 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Assaker US 5,620,444. 

Regarding Claim 1, Assaker discloses a sternum reinforcing device to be used 
after a sternotomy or a sternal fracture, which device comprises 

at least an elongated member apt to be used as a unit of a reinforcing group, 
which member is designed to be located on a surface portion of an anterior longitudinal 
lateral edge of a sternum and is provided with a first and a second connection parts, 

aid first connection part of said elongated modular member being adapted to join 
with a second connection part of a preceding elongated member of the reinforcing 
group along the longitudinal lateral edge of the sternum, 
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said second connection part of said elongated member being adapted to join with 
a first connection part of a following elongated member of the group along the same 
longitudinal lateral edge of the sternum said elongated modular member being further 
provided with a projecting portion designed to be fitted in an intercostal space adjacent 
to the longitudinal lateral edge of the sternum (as seen in Fig below, where the first and 
second connection parts can be joined to other second and first connection parts of 
another elongated member). 



Regarding Claim 3, Assaker discloses the elongated member is made from a 
biocompatible, shaped and bent plate material (see Col 5 lines 30-35, where the device 
is made from a biocompatible material such as titanium, which is a known plate material 
and where the device is bent, see projection portion above in claim 1). 

Regarding Claim 4, Assaker discloses the projecting portion is a body portion at 
right angles to the connection parts (as seen in Fig below, where the projecting portion 
projects downward at a right angle from the connection parts). 

Regarding Claim 13, Assaker discloses the body portion is U-shaped having 
parallel free edges, orthogonally bent outwards, to enclose between them a clamping 
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means of the elongated member to same sternum (as seen in Fig below, where the 
body is u shaped with parallel free edges). 




9. Claims 1-2, 9-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Longfellow US 2,486,303. 

Longfellow discloses a sternum reinforcing device to be used after a sternotomy 
or a sternal fracture, which device comprises 

at least an elongated member apt to be used as a unit of a reinforcing group, 
which member is designed to be located on a surface portion of an anterior longitudinal 
lateral edge of a sternum and is provided with a first and a second connection parts, 

aid first connection part of said elongated modular member being adapted to join 
with a second connection part of a preceding elongated member of the reinforcing 
group along the longitudinal lateral edge of the sternum, 

said second connection part of said elongated member being adapted to join with 
a first connection part of a following elongated member of the group along the same 
longitudinal lateral edge of the sternum said elongated modular member being further 
provided with a projecting portion (#14) designed to be fitted in an intercostal space 
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adjacent to the longitudinal lateral edge of the sternum (as seen in Fig below, Col 2 
lines 1-15, where the first and second connection parts can be joined to other second 
and first connection parts of another elongated member), wherein the connection parts 
are apt to form a prismatic coupling with corresponding connection parts (as seen in Fig 
below, where the second female part can connect with a male part of another device 
and where the first male connection can connect with a female part of another device), 
wherein the first male connection part has a rectangular flat cross section (as seen in 
Fig below and Fig 3) and can be slide into a female part (see Fig below where the first 
male connection part can slide into a female part if one chooses to do so), wherein the 
second female connection part has a hollow channel shaped cross section (as seen in 
Fig below and see Col 2 lines 10-15). 



10. Claims 1-4, 6, 9-13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Miller US 6,540,769. 

Regarding Claims 1-3, 9-12, Miller discloses a sternum reinforcing device to be 
used after a sternotomy or a sternal fracture, which device comprises 
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at least an elongated member apt to be used as a unit of a reinforcing group, 
which member is designed to be located on a surface portion of an anterior longitudinal 
lateral edge of a sternum and is provided with a first and a second connection parts, 

aid first connection part of said elongated modular member being adapted to join 
with a second connection part of a preceding elongated member of the reinforcing 
group along the longitudinal lateral edge of the sternum, 

said second connection part of said elongated member being adapted to join with 
a first connection part of a following elongated member of the group along the same 
longitudinal lateral edge of the sternum said elongated modular member being further 
provided with a projecting portion designed to be fitted in an intercostal space adjacent 
to the longitudinal lateral edge of the sternum (as seen in Fig below, where the first and 
second connection parts can be joined to other second and first connection parts of 
another elongated member), wherein the first connecting part that is flat and has a 
rectangular cross section and is male, the second connecting part is a female with a 
hollow channel (#17 as seen in Fig below), wherein the device is made out of 
biocompatible material (see Col 7 lines 25-28). 
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Regarding Claims 4, 6, 13, Miller discloses whereinthe projecting portion for the 
intercostal space is a body portion of the elongated member extending between said 
connection parts and at right angles to them, wherein free edges of the U-shaped 
projecting portion extend from the projecting portion in the form of legs which can be 
fitted in the intercostal space of the thorax of a patient, laterally to the sternum, and bent 
in a mutually opposite direction, on the internal side of the thorax, the body portion is U- 
shaped having parallel free edges, orthogonally bent outwards, to enclose between 
them a clamping means of the elongated member to same sternum (as seen in Fig 
above in claim, where the projection extends at a right angle and see Fig below, where 
a u-shaped projecting portions form legs which are bent and at opposite directions to 
one another to form a u shape and where the free edges are orthogonally bent 
outward). 



Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 




free Ec^e ben! 



\ 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

13. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Assaker 
US 5,620,444 in view of Wagner et al US 5989,250. 

Assaker discloses the use of a wire (#25) that is clamped to the device but does 
not disclose the wire is made out of stainless steel. 

However, Wagner discloses the use of a stainless steel wire (#12), where 
stainless steel is known for it's biocompatibility and rigidness (see Col 8 lines 26-30). 

It would have been obvious to one having ordinary skill in the art at the invention 
was made to modify wire of Assaker to be made out of stainless steel in view of Wagner 
because stainless steel is a known for its biocompatibility and rigidness. 

Conclusion 

The prior art made of record and relied upon is considered pertinent to the 
applicant's disclosure. See PTO-892 for art cited of interest. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAN CHRISTOPHER MERENE whose telephone 
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number is (571)270-5032. The examiner can normally be reached on 8 am - 6pm Mon- 
Thurs, alt Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jan Christopher Merene/ 
Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



